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fibroblasts received from the Aner!:nn Type
Culture Collection.

are harvested and processed as follows:
Heasles

Multiple harvests of virus-containing fluids
are collected, frozen and stored. The
individual harvests are thawed and pooled, and
stahilizer is added. The pooled vaccine is
clarified by filtration, subdivided, frozen and
stored at or below -60°C.

The growth medium for measles is Medium 199
(2 buffered salt solution containing vitamins
and amino acids and supplemented with feta)
bovine serum) containing SPGA (sucrose,
phosphate, glutamate, and human altbumin) as
stabilizer and neomycin.

Rubella

Multiple harvests of virus-containing fluids
are collected, stabilizer {s added, and the
harvests are then frozen and stored at or below
<60°C. The individual harvests are thawed,
pooled, clarified by filtration, subdivided,
frozen and stored at or below ~60°C.

The growth sedium for rubella is Minimum
E€ssential Medium (MEM) [a buffered salt solution
containing vitamins and amino acids and
supplemented with felal bovine serum) containing
human serum atbumin and neomycin. Sorbitel and
hydrolyzed gelatin stabilizer are added to the
individual virus harvests.

M-B-VAX II

Frozen measles and rubella bulks are thawed,
combined and diluted to the appropriaste final
potency. Stabilizer and buffer (phosphate) are
added. The final formulated bulk is filled,
frozen, Vyophilized and s}ored at or below B°C.

The cells, virus pools, fetal bovine serum,

snd human albumin are all screened for the
sbsence of adventitious agents. Human albumin
fs processed using the Cohn cold ethano!

fractioration procedures.
_—
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@

Each dose of the vaccing contains sorbitol
(14.5 =g}, sodium phosphate, sucrose (1.9 mg),

sodium chloride, hydrolyzed gelatin (14.5 mg),
human atbumin (0.3 mg), fetal bovine serum

(<) ppm), other buffer and media ingredients and
spproximately 25 mcg of neomycin.

Sefore reconstitution, the Vyophilized

vaccine is a Tight yellow cempact crystalline
plug. M-R-VAX II, when reconstituted as
directed, s clear yellow.
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Neasles and rubells are two comsmon childhood

CLINCAL PHARMACOLOGY 5 < viral diseases that may be associated with .
Clinicol studies of 737 double chilgron, 1 months 1 ] ond/
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cavsed by a paramy xovirus (measles
wr'u_;) and a topa virus (rabella vmu.s)l
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45. CDC, Summary of Notifiable Diseases, United
States, 1990, MR 39 (53): 53-60, Oct. 4,
1991,

48. Hilleman, M.R.; Buynak, £.8.; Weidbel, R.E.;
et al: Development and Evaluation of the
Moraten Measles Virus Vaccine, JAMA 206(3):
587-590, 1968.

49, Cutts, F.T.; Henderson, R.H.; Clements,
C.J.; et aY: Principles of measles control,
Bul) WHO 69(1): 1-7, 1991,

50. Leibhaber, H.; Ingalls, T.H.; LeBouvier,
G.L.; et al: Vaccination With RA 27/3
Rubella Vaccine, Am. J. Dis. Child. 123:
133-136, Feb. 1972.

$1. Watson, J.C.; Pearson, J.A.; Erdean, 0.0.;
et a): An Evaluation of Measles
Revaccination Among School-Entry Age
Children, 3ist Interscience Conference on
Antimicrobial Agents and Chemotherapy
(Abstract #268): 143, 1991,

57. Rosen, L: Hemagglutination and
Hemagglutination-Inhibiton with Méasles
Virus, Virology 13: 139-141, Jan 1961.

58. Brown, 6.C., et. 81: Fluorescent-Antibody
Marker for Vaccine-Induced Rubells
Antibodies, Infection and Issunity 2(4):
360-363, 1970.

a3y cause congenital rubella syndrome in the
infants of infected mothers.

The fmpact of measles and rubella
vaccination en the natural history of each
disease in the United States can be quantified
by comparing the maximum number of measles and
rubella cases reported in 3 given year prior to
vaccine use to the aumber of cases of each
disease reported in l”l.""s For measles,
894,134 cases reported in 191 compared to 9,488
cases reported in 1991 resulted in 2 98.9%
decrease in reported cases; and for rubells,
57,686 cases reported in 1969 compared to 1,372
cases reported in 1991 resylted in a 97.6%
derrease.

a—

flowever, 3 small percentage (1-5X) of vaccinees

may fail to seroconvert after the primary dose.

(see also INDICAIIONS AND USAGE, Revaccination).

Efficacy of measles and rubella vaccine was
established in 2 series of double-blind
controlled field trials which demonstrated a
high degree of protective efficacy afforded by
the individual vaccine components. 50 These
studies also established that seroconversion in
response to vaccination against measles, mumps,
and rubells gsrallelod protection from these
dlseases.57'

Following vaccination, antibodies associated
with protection can be measured either directly
by neutralization assays .or indirectly by
hemagglutination-inhidbition (HI) or ELISA
(enzyme 1inked immunosorbent assay) tests.
Neutralizing antibodies to measles, mumps, and
rubella viruses are still detectsble n most
individuals 11-13 gurs after primary
vaccination. Y6:4%:51 g0 nupicATIONS AND USAGE,

Non-Pregnant Adolescents and Adult Females, for

Rubella Susceptibility Testing.
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b’.l-r; Yaccinption

M-R-VAX II is indicated for simultaneous
fsmunization against measles snd rvbells in
persons 15 months of age or elder. Leocal health
Jurisdictions may mandate & different
vaccination schedule. (Revaccination with mmA T
HeRte¥AX—~3L |3 recosmended at primary or
;:;'"‘; v gzﬂrﬂgfk.gfss

Inferts less than 15 Months ef Age

t Regstered hadenart Ui MEALK 8 CO Inc

Vaccination of children 6-12 months of age

against measles is rgco-cndod in certain
sutbresk situations.S!

Primary vaccination of infants less than 6
sonths of age is mot recommended.

Infants first vaccinated f:‘o- 6 to 12 months
of age should recelive at 15 months

of age followed by routine vaccination at
primary e secondary school entry (see
Bevaccination).

Infants first vaccinated at 12 to 14 months
of age should be revaccinated at primary school
).
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Qther Pepulations

Previously unimmunized children in contact
with susceptible pregnant women should receive
Vive sttenuvated rubella vaccine (such as that
contained in M-R-VAX II) to reduce the risk of
exposure to the pregnant woman.

Individuals planning travel outside the
United States, if not immune, can acquire
measles, mumps or rubella and import the
diseases to the United States. Therefore, . i«
to international travel, individuals known to |
susceptible to one or more of these diseases c:
receive efther a single antigen vaccine
(measles, sumps or rubella), or a combined
antigen vaccine as appropriate. However,
H-M-R [l {s preferred for persons likely to be
susceptible to mumps and rubella; and if
single-antigen measles vaccine is not readily
available, travelers should receive M-M-R 11
regardless of thefr fmmune status to mumps or
rubella.z"zz'

Vaccination s recommended for susceptible
individuals in high-risk grouvps such as colleg
students, health-care workers, and military
porsonncl.sa'

According to ACIP recommendations, most
persons born in 1956 or earlier are likely to
have been infected with measles naturally and
generally need not be considered susceptible.
AVl children, adolescents, and adults born aft.
1956 are considered susceptible and shouls-*e
vaccinated, if there are no contraindica
This includes persons who may be fmmune .
measles but who Yack adequate documentation of
femunity such as: (1) physiclan-diagnosed
measles, (2) Yaboratory evidence of measles
fmmunity, or (3) sdequate {mmunization with 1i:

measles vaccine on or after the first birthda
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Sevaccioation
Children first vaccinated when ywmrjthan

12 menths of age should receive ansther-dese at
1S months of age fellowed by revaccination as /
described below.
infants first vaccinated at 12 to 14 months
of asge should be revaccinated at prlury‘school

ey 1 o s econdary
sccination with H-R-VAX I] {3 recesmended

- «

r(cel.vo mum,} vaccine eor
MMARILC aft S months q-w/
5404«/0(

§3. Recommendations of the Immunization Practices
Advisory Committee (ACIP), Measles Prevention,
MR 38(S-9): 1-13, December 29, 1969.

54. King, 6.€.; Markowitz, L.E.; Patriarca, P.A.;
et al: Clinical Efficacy of Measles Vaccine
During the 1990 Measles Epidemic, 3ist
Interscience Conference on Antimicrobial
Agents and Chemotherapy (Abstract #1286): 313,
1991,

55, Krasinski, K.: Borkowsky, W.: Measles and
Measles Immunity in Children Infected With
Human lemunodeficlency Virus, JAMA 261(17):
2512-2516, 1989.

56. Recommendations of the Ismunization Practices
Advisory Committee (ACIP), Rubella Prevention,
MR 39 (RR-15): 1-18, November 23, 1990.

wotwon The complete st
utd be coneuttee M 17

at primsry or secondary school entry.
Revaccination may sereconvert primery failures
or boest antibody titers of those individuals
whose titers have declined.

The American Academy of Pediatrics (AAP),
the Immunization Practices Advisory Committee
(ACIP), and some state and local health agencies
have recosmended guidelines for routine
revaccination and to help control eutbreaks.

A primary difference among these
recommendations is the timing of revaccination:
the ACIP recommends routine revaccination at
entry into kindergarten or first grade, whereas
the AAP recommends routine revaccination at
entrance to middle school or junior high
school. 1In addition, some public health
jJurisdictions mandate the age for
revaccination. Consult the complete text of
applicable guidelines regarding routine
revaccination including that of high-risk adult
popu!ations.26‘27

Unnecessary doses of a vaccine are best
avoided by ensuring that written documentation
of vaccination is preserved and & copy given to
each vaccinee's parent or guardian.

26,27

Post-Exposure Vaccinstion

Vaccination of individuals exposed to natura!
wedsles may provide some protection if the vaccine
can be administered within 72 hours of exposure.
17, bowever, vaccine s given 3 few days before
exposyre, substantial protection may be
afforded 53,54.55 There is no conclusive evidence
that vaccination of individuals recently luggscd
to natural rubella will provide protection.
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| See PRECAUTIONS, /m_.lnnmum
Y
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Hypersensitivity te any component of the vaccine,

Con———

. yﬁuwugh alild respiratory infection without
/j fever is not a contraindication feor vaccination.

Please olelefe reference +#o
e Hiv A fected Inolividuals Fon
| CONTAAINDI CATIONS a—dl
F oliscuss wnder PRECALT Ions
142

Ee PRECAUTIONS) .

. 42. Recommendations of the Immunization Practices
Advisory Committee (ACIP), General
fecommendations or Ismunization, MR
38(13): 205-228, April 7, 1989,

P/c &se hove to —_> *NOTE: The tmmunization Practices Advisory
PRECAUVTIONS Committee (ACIP) has stated that "M-#-R II
(Measles, Mumps, and Rubella Virus Vaccine

Live) should be considered for al)
symptomatic HIV-infected children,
including children with acquired
tamunodeficiency syndrome (AIDS)™.
However, these patients may not respond to
vaccination, and tl\oGahty of such usage

‘ has not been csubllshoq

Pleasc rew-o-d
e.s i Fedl a{‘!f‘l arc

4./“-,’;(‘/6 20 ¢
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] WARNINGS

Due caution should be employed in
administration of M-R-VAX II te persons with a
history of cerebral injury, Individual or fomily
historfes of convulsions, er any ether condition

in which stress due to fever should be avoided.
The physician should be alert te the temperature
elevation which may eccur follewing

vaccination (see ADVERSE REACTIONS ).

Hypersensitivity te Fogs
m2y be at an enhanced risk of immediate-type
hypersensitivity reactions after receiving

vaccines containing traces of chick embryo
antigen. The American Academy of Pediatrics
recommends skin testing prior te vaccination for
persons with a history of anaphylactic reactions
to egg ingestion. The potential risk to
benefit ratio should be carefully evaluated
before considering vaccination in such cases.
Such individuals may be vaccinated with extrems
caution, having adequate treatment on hand
should a reaction occur (see PRECAUTIONS).“

43. Peter, G.; et al. (eds): Report of the

Committee on Infectious Diseases,
Twenty-second Edition, American Academy of
Pediatrics, 199, pp. 29-30.

. Isaacs, D.; Menser, M.: Modern Vaccines,
Heasles, Mumps, Rubella, and Varicella,
Lancet 335: 1384-1387, June 9, 1990.
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ﬂjecum (1:1000)

1f there is 3 family history of congenital or
hereditory {smunodeficiency, the immune status of
the patient should be determined and confirmed to
be norma! prieor te vaccination.

[ Eoee- oM MAHDIEAHONTor—putienta—withmevert
cHnicol-monifeststions) /¢ /o T

[
"c:..';' roault In ¢ tompor: ession of
m’:’:m, !muo.lou.avm:;::hm.
] am.h o d enhes bok o1 simuRaneously with
Chwideon under 1asument for uberculos:s heve ot 9xpeTNCed 82 aC
orbation of the Sisease when lred wi Jos verve vec-
Bne. 1 no studws hove been reporied 10 date of the offect of messies

wus on unl d tud \ heldh . e —

e Qoo - As for any vaccine, vaccination with
M-R-VAX Il may not result in protection in 100% of
- f/fdie’ 0(6 /e h F‘c‘j / ‘ry/c vaccinees.

or rteword to be consistent
writh  curreat AAP v AcCif

‘c 0 mmpndal 05
Care should be taken by the health-care

provider for the safe and effective use of the
product.

The health-care provider should determine the
current health status and previous vaccination
history of the vaccinee.

The health-care provider should question the
patient, parent, or guirdian sbout reactions te a
previous dose of M-M-R II or ether measles-,
sumps-, or rubella-containing vaccines.

Do not keep the vaccine (before and after
reconstitution) at temperatures sbove 8°C {40°F)
during use or when stored (see HOW SUPPLIED,
Sterage).

W-N-R II should not be Injected into a blood ¢
vessel,

It is tmportant to use a separate sterile
syringe and needlie for each individual patient to
prevent transmission of hepatitis B snd other
infectious agents from one person to another.

Needles used for vaccination should not be
‘ recapped and should be disposed of properly. &
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Infarmation For Fatients

The health-care provider should provide the
vaccine tnformation required to be given with each
vaccination to the patient, parent er guardian.

The health-care provider should inform the
patient, parent or guardian of the benefits and
risks associated with vaccination. For risks
associated with vaccination see WARNINGS,
PRECAUTIONS, ADVERSE REACTIONS).

Patients, parents er guardians should be
instructed to report any serious adverse reactions
to their health-care provider who in turn should
report such events to the U.S. Department of
Health and Human Services through the Yaccine
Adverse Event lesortlny System (VAERS),
1-800-822-7967.5

Pregnancy should be avoided for three months
following vaccination.

r——————

Laberatery Tests

See INDICATIONS AND USAGE, Non-Pregnant
Adolescents and Adult females, for Rubella

Susceptibility Testing, and CLINICAL PHARMACOLOGY.

§2. Vaccine Adverse Event Reporting System -
United States, MR 39(41): 730-733, Oct. 19,
1990.
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Recommendations of the Jsmunization Practices
Advisory Committee (ACIP), Genera)
Recommendations or Immunization, HMWR 38(13):
205-228, April 7, 1989.

53. Recommendations of the Immunization Practices
Advisory Committee (ACIP), Measles Prevention,
MR 38(S-9): 1-13, December 29, 1989.

$6. Recommendations of the Ismunization Practices
Advisory Cosmittee (ACIP), Rubella Prevention,
MR 39 (RR-15): 1-18, Novesber 23, 1990.

*NOTE: The Ismunization Practices Advisory
Committee (ACIP) recosmends administering
H-M-R I1 (Measles, Mumps, and Rubella Virus
 — Vaccine Live) concomitantly with the fourth
dose of DIP and the third dose of OPV to
children 15 months of age or older
providing that 6 months have elapsed since
DTP-3; or, If fewer than three DTPs have

been received, at least 6 weeks have
elapsed since the last dose of OTP and OPV.

Prug lnteracuons.

H-R-VAX {1 should net be given less than one
month before or after administration of ether L.
virus vaccines. {ive viral

Routine adainistration of OTP (diphtheria,
tetanus, pertussis) and/or OPV (ora) poliovirus
vaccine) concomitantly with measles, mumps and
rubella vaccines is not recesmended because there
sre limited data relating te the simultaneous
sduinistration of these antigens.

However, other schedules have been wsed. For
expmple, the American Academy of Pediatrics has
noted that when the patient may mot return, some
practitioners prefer to sdminister DTP, OPV, and
H-M-R 11 (Measles, Mumps, and Rubells Virus
Vaccine Live) on 2 single day. If dene, separate
sites and syringes should be wsed for OTP and
MN-M-R 11 (Measles, Mumps, and Rubella Virus
Vaccine l!vo).” The lemunization Practices
Advisory Committee (ACIP) reconmends routine
simultaneous administration of M-M-R 1] (Measles,
Mumps, and Rubella Virus Vaccine Live), DTP and
OPV or inactivated polio vaccine (IPV) to all
children >15 months who are eligible to receive
these vaccines on the basis that there are
equivalent antibody responses and no clinically
significant increases in the frequency of adverse
events when DTP, M-M-R II (Measles, Mumps, and
Rubella Virus Vaccine Live) and OPV or 1PV are
administered either !leuneously at different
sites or separately. Administration of M-M-R II
(Measles, Mumps, and Rubella Virus Vaccine Live)
at 15 months followed by DTP and OPV (or 1PV) at
18 months remains an scceptable alternative,
especially for children with caregivers known to
be generally co-g"ant with other health-care
recommendations. 2
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Ismynosvppressive Therspy

The lmmune status of patients about to und
{mmunosuppressive therapy should be evaluated
that the physician con consider whether
vaccination prior to the initiation of treatment
is indicated. (see CONTRAINDICATIONS and ;
PRECAUTIONS) . /

The lsmunization Practices Advisory Committee
{ACIP) has stated "that patients with Yeukemia in
remission who have net received chemotherapy for
at Teast 3 months mey receive Yive-virys
. vaccines. Shorti-term (¢2 weeks), low- to
moderate-dose systemic certicostereid therapy,
topical steroid therapy (e.g9., masal, skin),
Tong-ters alternate-day treatment with low to
moderate doses of short-acting systemic steroid,
and intra-articular, burss), or tendon injection
of corticosteroids are not (mmunosuppressive in
their usual doses and do not contraindicate the
administration of measles, mumps or rubella
vlccine.“sg'

The ACIP also notes "that replication of
vaccine viruses can be enhanced in persons with
immune-deficiency diseases and in persons with
{smynosuppression, as occurs with leukemia,
lymphoma, generslized malignancy, or therapy with
alkylating agents, antimetabolites, radiation,
large doses of corticosteroids. For this rea:
patients with such conditions or therapies (except
patients with symptomatic infection with human
fmmunodeficiency virus [HIV] thewever—soe

; - CONHRATNUECATIONSH should not be given live
e le TE- -

measles, mumps or rubella virus vaccine." 7

Iwmune Globylin

Administration of ismune globulins
concurrently with M-M-R II (Measles, Mumps, and
Rubella Virus Vaccine L'mg @3y interfere with the
expected {mmune nsponu.s +56

See also PRECAUTIONS, General.

Carcinogenesis. Mutagenesis. and Impairment of

fertility
H-R-VAX 11 has not been evaluated for

carcinogenic or sutagenic potential, or potential
to fmpair fertility.
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H-R-VAX 1] is recommended for simulta

fsmunization against measles and rubella

persons 15 months of age and older.

INDICATIONS AND USAGE for use in iInfants

15 months of age.
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The following adverse reactions are listed
in decreasing érder of frequency within each
category and have been reported during
clinical als or with use of the marketed
vaccine:

Body as a Whole

Lecal reactions tncluding uninlstlnin;’
8t injection site; wheal! and flare; redness [———
{erythems): swelling;: fnduration; tenderness;
vesiculation st injection site.

fFever; headache; malaise; panniculitis; 3
atypicel measles; syncope; dizziness.
Cardiovascular Systew

Vasculitis.
Qigestive Systew

Vomiting: disrrhea; nausea.
Hemic_and Lymphatic System

flegional Tymphadenopathy;
thrombocytopenia;: purpura; leukocytosis.
Immune System

Anaphylaxis and snaphylactoid reactions
have been reported as well as related
phenomena such as angloneurotlic edema
(including peripheral or facial edema) and
bronchial spasm.

Husculoskeletal System
Arthralgia; arthritis; syalgia.

= T T dryous $ystee

Febrile convulsions; ataxia; paresthesia;
encephalitis; encephalopathy; Subacute
Sclerosing Panencephalitis (SSPE);
Guillain-Barre Syndrome (GBS); polynevropathy;
afebrile convulsions or seizures; ocular

alsies: polyneuritis,
{:m.mnu_hun

Cough; rhinitis; sore throat.
$kin —
Rash; wrticaria; Stevens-Johnson Syndrome;
erythema sultiforme.
Specia) Senses -~ far
Otitis media; nerve deafness.
Special Senses - Eye
Optic neuritis; retrobulbar neuritis;
papillitis; retinitis; conjunctivitis.

’

Gershon, A., et al: Live attenuated rubellp virus
vaccine: comparison of responses to HWPV-17-DES
and RA 27/3 strains, Am. J. Med. Sci. 279(2):
95-97, 1980.

Weibel, R.E., et al: Clinical and Yaboratory
studies of tive attenvated RA 27/3 and WPV 77-DE
rubella virus vaccines, Proc. Soc. Exp. Biol.
Med. 165: 44.49, 1980. -
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Under the National Childhood Vaccine Injury
Act of 1986, health-care providers and
manufacturers ‘are required to record and report
certain suspécted adverse events eccurring within
specific time perieds after vaccination. However,
the U.S(/Dopart-cnt of Health and Muman Services
(OIMS) has established 8 Vaccine Adverse Event
Reporting System (VAERS) which will accept s
reports of suspected cvents.sz A VAERS report
form as well as information regarding reperting
requirements can be obtained by calling VAERS
1-800-822-7967.

: Toble .
Reportable Events Fellowing Vaccination

Interval from

Yaccine Event Yaccination
Meastes, Mumps A. Anaphylaxis or snaphylactic 24 hours
and Rubella shock

8. Encephalopathy (or encephalitis)*® 15 days

C. Residual seizure disorder* .

0. Any acute complication or sequela no limit
{including death) of above events

—Eyer-CONHRAENDICATIONS—C__

*Events hsted are reQuad Dy low 10 5o reponed 10 1he U.§ Depentment of Heath sng Humsn Services; how-
over. VAERS will occopt oF 1aporis 8f suspectied 8verss svents sher the orunstsstion of sny vecoine

Fids te interpratetion:

© $hoca cOlEpIs 8 MyPotenic-hyporesponsve collspss May Be evidenced by ngns o¢ Sympiloms such o
Gecresse wn or 1088 of muscie 1ons. porslyes (parual or complete), hemiglegis. hemipsress, lees of color
©¢ change of cOlor 10 pale whnie o¢ bive. PONSvENness 10 Snvitonments! slmubli, Seprossion of or loes
of cOnsCIousness, Prolonged sleeping with Gifficully S1ousng. 8¢ COrtrOvasCUIDt B¢ respirstory Srremt.

® ResiOus! seuure disorder Moy e Conpdered 19 hove eucurred ¥ e Other esitwre of eonvuision
wnsccompaned by fever or accompened by 8 fover of <102 F eccurred Defers the first seisvwre or
CORvUISION SNE! T SOMINSITLON Bf ING VLTINS MvOived.

AND. it 1n e 000 of MEsstes-. MuMES-. 31 PUBONI CONMBTAG vecTngs. the first seirwrs o convulsion
SteurTes wttun 15 Soys sher vaceneton OR wa the cose 81 Sy S1Ner vateing, the st Se11urs 8¢ convUisOn
otcurred wahen 3 doys sher veconaten, .

AND. i *'wo 8¢ MEre 20iIUres of LOMVUISONS WRBETOMPONRd Dy lover o sccampenied by 8 fever of
€02 F oceurred withun 1 yoor shet vaCOHNNION

o The 1068 5012Ure ONE CONVUINEN NCIuBe Prand Mal, petn ML, SDISNCE. Myotionie, tanic-clonic, and lecal
MPNS S212uas ONE Dgne

© Encephaiopathy means sny Sulstantial stauwed SEnermaity of. iy 10, 0f Wnpaiement of Brain function.
Ameng 1ne f1equent Maniesishons 8! SncephsiODIthy 8r8 facs! OnE G:ffuse NOWreiogc Signs, Ncressed
NI BCTOMD! PIEssUTE. OF CRONGES 1381ing 58 NDurs w lgve! 8f CONSCIOUINEES. Wilh §F WIThOut CONVULSONS.
Tiha neurologe $:9ne 808 symMptems of encephsiopethy May B8 19TMPOrary with complets 1ecOvery, of they
By (030N sn VONOUS §09/008 8 permonent impsrment. S:gns ond Symetoms such o8 gh-pached and
RUSUB! SL7ERTUNG. PEISIEN UALONSSIIDIE CrWng. ONE Duiging lontonel a1 cOMPatdIe with an enceph-
lopathy. But «n Snd of thamieives 818 AOL CONCIuS:ve Svidence of encephsiopaihy. Encephalopathy ususity
SN De GOCUMENISS By SIOwW Wave SCUwily BN DA HICIGENEIPASION DM

/
/
S2. Vaccine Adverse Event Reporting System -
United States, MR 39(41): 730-733,
Oct. 19, 1990.
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SOSAGE AND ADMINIS TRATION

FOR SIDCUTANEOUS ADMINISTRATION
O nut wyect wts, !

of vacene @ the soma fur ol pesane »
volume ¢ [1] multigle
ose el of rec o the
Suler m NGl grve mUNe

-RVAX B
waccing must be mamisned at o lampersturs of W'C IBO°F) or loss

Prosect

Selore reconsinuten, store M RVAX § 22 2 - 9°C 36 . 48°F)
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The dose for any age is 0.5 sl sdministered
subcutaneously, preferably inte the outer  t°
of the vpper arm,

The customary age for primery vaccinatiom is
15 months. MMPR IT

Revaccination with ¥eReVi—t is recommended
at primary or secondsry school! entry. See slso
INDICATIONS AND USAGE, Revaccination.

Chiltdren first vaccinated when younger than |
wonths of age should receive anotherdose at 15
wonths of age. See also INDICATIONS|AND USAGE,

Revaccinption. pmmRr T

ke CONtOnts ]
18l volume of restored vaccne subowl,
0 15 MPOT Lant 10 USe 2 S8pir 218 Nerile sytings snd nsadie for soch
e 0 pr 0 ond othes

e &

femype Globulin (1G) i3 eot to be given
soncurrently with #-R-VAX |1

outer suggesis “Far Jol trgectar or Syri ”. Use wil
mmnnuwmhnﬂmhxxud‘m-

1935. The vaccing and diluant o net contain pressr votives, harelore,
the User Must 1ecognize the potentisl contaminstion hazerds
precautions te protect the sterility snd petency
groduct The use of sseptc 1chniques end preper $0rege
and olier 108101 stion of the vacting snd subsequent withédrewsl
individusl d0ses it essential Use 0 § mi of the reconstinsed
for subcutaneous injection.
& is important 10 Ves & separste sterlle |
individual petient 10 provent rsnemission
infectious agents from ong person 10 snother.
80 Dase Vel (avarable only 1o govevameni og
Withdraw the eniire contents (30 mi) of diluent wial
10 be wsed for reconsttution and introduce

H

i

I
ir
§

L

i
2

If the Vyophilized vaccine cannot be dissolved,
discard.

oyt ] e

visl hred veccine :\mu 0 thorough

it asaptic precavtions. stiach the vial jo the sierilired multi
injector apparstus Use 08 ml of the raconstitited for

St A0US acHion.

Each $08s L0+..51n8 NOL 1050 than 1he equivaient of 1,000 T
U'S Asferance Meassies Virus and 1,000 101Dy, of the U S
Iuho!nwr:l

Paionteral dr: uMthMMM& theulste

w‘"' prior 10 pormi i L“ uﬁm

i

H

31
A

o

whenever solution and container permit.

Use With Other Vaccines
See PRECAUTIONS, Dryg interactions. Use With

Qther Vaccines
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. 031 - MAXE -zu-a—v-bnﬁdm" Ouring shipment, to ensure that there is mo
. NOC 0008 4751.80,
m‘ A VAX § is aupatiod 00 folos. | '-,g'_.‘.' loss of potency, the vaccine must be maintained at
m-u-dnv-n-' 'dou-'"b-a-a :".‘."'..."m 8 temperature of 10°C (50°F) or less.
WPpace. the
Protect the vaccine from light at all times,
W
";.“:;zu WAX [ is suppiiod 55 one 18 dece vis! of iyaphilised since such expesure may inactivate the virus.
veLsing,
SIDC $008-4578-00. ond one  ml. il of dilvent. Sefore reconstitution, store the visl of
Mo 8679 — 4R WAX 8 is suppiiod ss 6ne 80 dose vis)of lyephifond Tyophilized vaccine st 2-8°C (36-46°F) or below.

1l
il
s
}
H
t
H

¢ e
K
xir |
%

The diluent may be stered in the refrigerator with
ot e vescing b veed 5¢ soon the lyophilized vaccine or separately at room
m-hu% temperature.

: It is recommended that the vaccine be used as
soon as possible after recenstitution. Store
reconstituted vaccine in the vaccing via) n a
dark place at 2-8°C (I6-16°F) and discard 1f net
wsed within 8 hours.
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